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* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Examiner acknowledges receipt of request for extension of time, amendment and remarks 
filed 06/09/08. Claims 1-20 are amended. New claims 23-30 are added. Claims 1-30 are 
pending. 

Response to Arguments 
Previous rejections that are not reiterated herein are withdrawn. 

Claim Rejections - 35 USC § 112 

1. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

2. Claims 1-20 and new claims 23-30 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. This is new matter rejections. 

3. While original claims 1 and 2 require the moisture content to not exceed 98 wt. %, and 
while paragraph 29 disclose that the saturated moisture content: to not exceed "98 wt. %, and 
preferably not exceeding 96 wt. %, more preferably not exceeding 93 wt. %, further preferably 
not exceeding 89 wt. %. The lowest limit of the saturated moisture content is not specified, 
however, is preferably not less than 50 wt. %, more preferably not less than 60 wt. %, further 
preferably not less than 70 wt. %, particularly preferably not less than 80 wt. %," the 
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specification as originally filed does not envision the moisture ranges now recited in the 
amended claims. 

4. Applicant may overcome the rejection by removing what was not originally envisioned, 
the new matter, from the claims. 

Claim Rejections - 35 USC §102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the in\ anion was patented or described in a printed publication in this or a foreign eonntr\ or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects lor purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

6. Claims 1, 2 and 7-13 remain rejected and new claims 23-30 are rejected under 35 
U.S.C. 102(b) as being anticipated by Yasuhisa (JP 5-229934, computer translation) for reasons 
of record and reiterated herein below with a minor modification to address the amendment to 
claims 1 and 2 and inclusion of new claim 23-30 

7. Yasuhisa discloses drug deliver composition that comprises cross-linked polysaccharide 
gel such as hyaluronic acid and the cross-linking agent is polyfunctional glycidyl ether (para. 
[0009]-[0012], meeting the limitations polysaccharide gel and cross-linking agents of the claims. 
Claims 1 1 and 12 are product by process claims. The recitation of "wherein the degradable gel 
decomposes and dissipates ... or pest control" in claims 1 and 2 addresses the properties of the 
composition and since a composition and its properties cannot be separated, the composition of 



Application/Control Number: 10/829,243 Page 4 

Art Unit: 1618 

the prior art would inherently display those properties being capable of exhibiting the properties. 
For claims 23-28, it is noted that the JP reference teaches water content of from 50 to 99.8% (last 
2 lines of paragraph 0010 of the translation) such that points within the disclosed range touches 
points within the recited range. 

8. Claims 1-6, 11,12 and 17-20 remain rejected and new claims 23-28 are rejected under 35 
U.S.C. 102(b) as being anticipated by Igarashi (US 4,997,653) for reasons of record and 
reiterated herein below with a minor modification to address the amendment to claims 1 and 2. 

Igarashi discloses a topical preparation comprising danazol (abstract; column 2, lines 26, 
38; column 4, line 1, Example 1) meeting claims 3-6, polysorbatc (Example 1; column 4, lines 
12) meeting claims 17-20, matrix polymer in the presence of cross-linking agent (column 3, lines 
55-67; column 4, lines 4-9) meeting the biodegradable polymer of claims 1 and 2. Claims 1 1 
and 12 are product by process claims and thus Igarashi's product meets the claims. Igarashi 
uses the device to treat endometriosis (title; abstract; column 2, line 27; column 4, lines 64-68; 
column 7, lines 3-44). The recitation of "wherein the degradable gel decomposes and dissipates 
... or pest control" in claims 1 and 2 addresses the properties of the composition and since a 
composition and its properties cannot be separated, the composition of the prior art would 
inherently display those properties being capable of exhibiting the properties. 

9. Claims 1-16 remain rejected and new claims 23-30 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Yui et al. (US 2002/0150605) for reasons of record and reiterated herein 
below with a minor modification to address the amendment to claims 1 and 2 and the inclusion 
of new claims 23-30.. 
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Yui discloses composition that contains danazole (para. [0029], [0037], [0064], [0068], 
[0069], [0077], [0078] and [0083], meeting the requirements of claims 3-6; ethyleneglycol 
diglycidyl ether cross-lined polysaccharide that is hyaluronic acid ( abstract; para. [0053], 
[0007], [0030]; [0033], [0035], [0036]) meeting claims 7-10, and 13-16 and new claims 29 and 
30. Claims 1 1 and 12 are product by process claims and the device is used in endometriosis 
(abstract, para. [0001], [0006], [0008], [0011], [0017], [0028], [0032], [0053], [0054], [0056], 
[0064], [0067]-[0070]. The recitation of "wherein the degradable gel decomposes and dissipates 
... or pest control" in claims 1 and 2 addresses the properties of the composition and since a 
composition and its properties cannot be separated, the composition of the prior art would 
inherently display those properties being capable of exhibiting the properties. 

Claim Rejections - 35 USC § 103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

1 1 . This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 
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12. Claims 1-20 remain rejected and new claims 23-30 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Igarashi (4,977,653) and Yui (2002/0150605) for reasons of record and 
reiterated herein below with a minor modification to including new claims 29 and 30. 

Both references are described above. Both references are used for treating 
endometriosis as stated above. Igarashi and Yui each teach the composition. Igarashi fails to 
teach a polysaccharide polymer of claims 7-10, 29 and 30. Yui fails to teach a surfactant of 
claims 17-20. The individual compositions are used to treat endometriosis. However, "it is 
prima facie obvious to combine two compositions each of which is taught by the prior art to be 
useful for the same purpose, in order to form a third composition to be used for the very same 
purpose.... [T]he idea of combining them flows logically from their having been individually 
taught in the prior art." In re Kerkhoven, 626 F.2d 846, 850, 205 USPQ 1069, 1072 (CCPA 
1980). Therefore, taking the teachings of Yui and Igarashi, one having ordinary skill in the art 
at the time the invention was made would have reasonable expectation of success that the 
combined compositions of Yui and Igarashi would be effective in the treatment of endometriosis. 
Response to Arguments 

13. Applicant's arguments filed 6/09/08 have been fully considered but they are not 
persuasive. 

14. Applicant presented combined argument against the rejections. In so doing, applicant 
argues that the examiner had not addressed the saturated moisture content of the degradable gel 
and that the amendment to the clams reciting a water/moisture content of from not less than 50 
wt% to not exceeding 98 weight % distinguishes the claims over the composition of the prior art 
and specifically, Igarashi ands it relates to new claims 29 and 30. The examiner disagrees that 
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the prior art may not teach the water content of the gel. Firstly, the water content of the gel is a 
property of the gel and specifically in claims 1 and 2 claiming generic degradable gel that reads 
on the degradable gel of the prior art. Claims 29 and 30 that recite polysaccharide as the 
compound of the, it is noted that claims 29 and 30 are not included in the rejections over Igarashi 
alone. Secondly, while the water content of the gel is a property of the gel, it is noted that 
Yasuhisa discloses a water content of from 50 to 99.8% (last 2 lines of paragraph 0010 of the 
translation) such that points within the disclosed range touches points within the recited range. 
50% is less than 60% wt (lower limit of claims 23, 24), less than 70 wt% (lower limit of claims 
25, 26) and less than 80 wt% (lower limit of claims 27 and 28) and points within Yasuhisa's 
range touches points within the recited range. 
No claim is allowed. 

1 5 . Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BLESSING M. FUBARA whose telephone number is (571)272- 
0594. The examiner can normally be reached on 7 a.m. to 5:30 p.m. (Monday to Thursday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 

/Blessing M. Fubara/ 
Examiner, Art Unit 1618 



